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Dear- Ns. Str ickland:

\We have reviewed your11 Section 5I10(k) piemarket not iilcationl of intent to market, thle devi ce
referenceed above and have determinled thle device is strbsan tiall \' equi valerit (For thie
indications for uISe Stated inl thle enlclosureC) to leg ally marketed predicate devices marketed in
nterstate commerce prior to M/ay 28, 1 976, the enactment date oF the N\4eclical Device

Amendments, or to devices that have been reclassi fled inl acco rdance wvith thle prov'isions of'
the Federal Food. Drug. and Cosmetic Act (Act) that do not recilu ire approval oF a prermirkct
approval applicadion (PM ,A). You may. there Fore, market the (device, surbject to the g-eneral
controls provisions of the Act, [he General controls provisi ons of the Act inclIutde
reqcirienierits for annual registration. I istilQ ri0f dcViS .00ood mlan Li aCtLrrilrig practice
labeling, and prohibitions against misbranding arid adtrltcratiori. Please note: CDRI-l does
not eval Liate in F'ormlationl related to contract liabili ty xvarran ties, \Ve remind y'0. however.
that device lube Iim rigiiList be tr'Ltr tl and not iiiislcadig.

If voti device is classified (see above) into citfli class 11 (Speci al Con trolIs) or class Ill
(PMN/A). it may be subJect to additional conltrl-s. Existin" mlaJ or regtr I ationIs affect il rgyotrr
device canl be forld inl the Code of Federal Regulations. lit Ic 21, Parts 800 to 898. Ini
addition, FDA may puLblish further annolLlnCenienatS con1cern ill Vn1.t &trdvice ill thle Federal
Regisies.



Pine 2 Ms. Strickland

Please be advised that FDA's issuanIce of'a stibstantial equivalence determination (toes not
mean that FDA has made a dleterinat111ion0 that ' otir deCvice complies \vith o0her reqt~iiremen[ts
of the Act or aim' Federal statutes and rcaLdations administered bY other Federal aoiicies.
YOU IItI Ust M1 copl wvithI all the Act' s rtI lirenIenCI CIIts. incldingl bUt no0t I lII ted 1o: 1eiCistIatiOn1
and listinti (21 CFR Part 807); labeling (21 CUR Part 801); medical device reporting
(reporti ng of mccl cal dlevice-related ad verse e vents) (2 I CF R 80); good manuafac turingi
prIactice r'eqtri rements as set forth inI the dltial itV 5'StCIms (Q.S) regtillat ion (2 1 CFR Part 82p0);
and if app! cable, the lctronic prIocitict r-aciatiol control prIo visions (Sections 53 1-542 of'
the Act); 2 1 CFPR 1000- 1050.

Ift vow dlesire specifice advice lor yourl de\i(ce on1 otir1 labehlie retiulatio n (2 1 CIT Pailt 80 1)
please uo tohtn/w .fauo/b tFD CeerOfesCR-/DRIOfcs
/ulcmI I 5809. huml for' the CCI)I(cr for Devices aind Radio logical I II al th s (CD RI-I's) Of'fice of'
Compliance. Also, pleaise note the regulation) entitled. "NIisbrandill(- by7 ref'erenice to
pretmtrket notific at ion"' (2 1 C IR Pat 1807.97). F or cjuLestlions regart ding, the i reporting o F
ad verse Ceents uncle r t he C MD R. regu'lIationH (2 I C IFR Part 803), p lecase go to

Office of SurveilIlance and B iometries/D ivision of' Postmarket St1rye ilIlance.

YOU may obtain other uc ne rat in lbrm a lion onl vou ia esponsibilities tinderC the Act Fitom the
Division of Small Nlanufacttrres. fIntern~ationlal and Consumer Assistance at its toll-L-ee
numI)ber (800) 638-204 1 or (301) 796-7100 or ait its hiternt address

Sin)cerely' votir1s,

AnthIony , 01. Watson. B.S.,. MIS.. N/.B.A.
Director-
Division of'Anesthesiology,. General Hosp5[i tal,

In feet ion Control ar-d D~ental Devices
Office of Dev\ice L'Vall wationl
Center for Devices and

Radiological He al th

Enclosu-re
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Indications for Use

510(k) Number (if known):

Device Name: MiniSpoacer® 1024A, 1025A and 1543A MDI Adapter

Indications For Use:

The MINISPACERGB) 1024A, 1025A and 1543A adapters are single patient,
disposable devices for dispensing pressurized metered dose inhaler (pMDI)
medication into a breathing circuit, as prescribed by a physician or other licensed
health care practitioner.

The MINISPACERO 1024A, 1025A and 1543A adapters are indicated for
patients on a breathing circuit, for whom aerosol medication has been
prescribed, in short and long term critical care environments.

Prescription Use _X_ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Of )
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number *1//


